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An isolated polypeptide comprising: a) an amino acid 
sequence of SEQ ID N0:1, b) a naturally occurring amino acid 
sequence having at least 90% sequence identity to SEQ ID 
N0:1, c) a biologically active fragment of SEQ ID N0:1, or 
d) an imnunogenic fragment of SEQ ID N0:1; an isolated 
polynucleotide encoding said polypeptide; a recombinant 
polynucleotide comprising a promoter sequence operably 
linked to said polynucleotide; a cell transformed with said 
recombinant polynucleotide; a transgenic organism comprising 
said polynucleotide; a method for producing above mentioned 
polypeptide; an isolated antibody which specifically binds 
to said polypeptide; an isolated polynucleotide comprising: 
a) a polynucleotide sequence of SEQ ID N0:3, b) a naturally 
occurring polynucleotide sequence having at least 70% 
sequence identity to SEQ ID N0:3, c) a polynucleotide 
sequence complementary to a), or d) a polynucleotide 
sequence complemetary to b); an isolated polynucleotide 
comprising at least 60 contiguous nucleotides of said 
polynucleotide; a method for detecting a target 
polynucleotide in a sample, said target polynucleotide 
having a sequence of above mentioned polynucleotide; a 
pharmaceutical composition comprising an effective amount of 
above mentioned polypetide; a method of treating a disease 
or condition comprising the administration of said 
pharmaceutical composition to a patient; methods for 
screening of a compound comprising inter alia exposing a 
sample comprising said polypeptide to a compound; a method 
for screening of a compound for effectiveness in altering 
expression of a target polynucleotide comprising inter alia 
exposing a sample comprising said target polynucleotide to a 
compound. 
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Invention II relates to subject-matter as defined above for 
"invention I", with the exception, that invention II refers 
to the polypeptide sequence SEQ ID N0:2 and the respective 
nucleotide sequence SEQ ID N0:4. 
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Claims 18 and 21 refer to a pharmaceutical composition comprising inter 
alia an agonist compound or an antagonist compound, respectively, whereby 
said agonist and antagonist compounds were identified in a certain 
screening method. Further claims 19 and 22 refer to methods of treating a 
disease or condition comprising the administration of said pharmaceutical 
compositions to a patient. 

No true technical characterization of such agonist and antagonist 
compounds is given and no such agonist and antagonist compounds are 
defined in the application. In consequence, the scope of said claims is 
ambiguous and vague and their subject-matter is not sufficiently 
disclosed and supported. No search can be carried out for such purely 
speculative claims whose wording is a mere recitation of the result to be 
achieved. 

The applicant's attention is drawn to the fact that claims, or parts of 
claims, relating to inventions in respect of which no international 
search report has been established need not be the subject of an 
international preliminary examination (Rule 66.1(e) PCT) . The applicant 
is advised that the EPO policy when acting as an International 
Preliminary Examining Authority is normally not to carry out a 
preliminary examination on matter which has not been searched. This is 
the case irrespective of whether or not the claims are amended following 
receipt of the search report or during any Chapter II procedure. 
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(PCT Article 36 and Rule 70) 




Applicant's or agent's file reference 
PF-0659 PCT 


FOR FURTHER ACTION See Notification of Transmittal of International 

Preliminary Examination Report (Form PCT/IPEA/416) 


International application No. 
PCT/US00/01086 


International filing date (day/month/year) 
14 JANUARY 2000 


Priority date (day/month/year) 
15 JANUARY 1999 


International Patent Classification (IPC) or national classification and IPC 
IPC(7): C12N 5/10, 15/10, 15/63; C07K 14/47, 16/18 and US CI.: 435/69.1 


Applicant 

INCYTE PHARMACEUTICALS , INC. 



This international preliminary examination report has been prepared by this International Preliminary 
Examining Authority and is transmitted to the applicant according to Article 36. 

This REPORT consists of a total of ^ 

□ 



sheets. 



This report is also accompanied by ANNEXES, i.e., sheets of the description, claims and/or drawings which have 
been amended and are the basis for this report and/or sheets containing rectifications made before this Authority, 
(see Rule 70.16 and Section 607 of the Adrriinistrative Instructions under the PCT). 

d 



These annexes consist of a total of 



sheets. 



3. This report contains indications relating to the following items: 
I [ y| Basis of the report 
II Q Priority 

III | | Non-establishment of report with regard to novelty, inventive step or industrial applicability 

IV | x[ Lack of unity of invention 

V | X| Reasoned statement under Article 35(2) with regard to novelty, inventive step or industrial applicability; 

citations and explanations supporting such statement 

VI | | Certain documents cited 

VII | | Certain defects in the international application 
Vm | | Certain observations on the international application 



Date of submission of the demand 
27 JULY 2000 


Date of completion of this report 
11 MAY 2001 


Name and mailing address of the I PEA/US 

Commissioner of Patents and Trademarks 
Box PCT 

Washington, D.C. 20231 
Facsimile No. (703) 305-3230 


Authorized-officer JOYCE BMDGB1S 

A PARALEGAL SPEOAUST . 
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Basis of the report 



1. With regard to the elements of the international application:* 
| x | the international application as originally filed 
the description: 

1-56 



pages , 
pages . 
pages 



NONE 



_ , as originally filed 
filed with the demand 



NONE 



, filed with the letter of 



| x| th e claims: 

pages 

pages 

pages 

pages 



57-59 



NONE 



NONE 



, as originally filed 

, as amended (together with any statement) under Article 19 
, filed with the demand 



NONE 



, filed with the letter of 



| x| the drawings: 



pages 
pages , 
pages 



1-9 



NONE 



, as originally filed 

filed with the demand 



NONE 



| x| the sequence listing part of the description: 

pages Izl 

pages 

pages 



, filed with the letter of . 



NONE 



, as originally filed 

, filed with the demand 



NONE 



, filed with the letter of . 



2. With regard to the language, all the elements marked above were available or furnished to this Authority in the language in which 
the international application was filed, unless otherwise indicated under this item. 

These elements were available or furnished to this Authority in the following language which is: 

| | the language of a translation furnished for the purposes of international search (under Rule 23.1(b)). 
| | the language of publication of the international application (under Rule 48.3(b)). 

I I the language of the translation furnished for the purposes of international preliminary examination (under Rules 55.2 and/ 
or 55.3). 

3. With regard to any nucleotide and/or amino acid sequence disclosed in the international application, the international 
preliminary examination was carried out on the basis of the sequence listing: 

contained in the international application in printed form. 
| x| filed together with the international application in computer readable form. 
| | furnished subsequently to this Authority in written form. 
| | furnished subsequently to this Authority in computer readable form. 

□ The statement that the subseouently furnished written sequence listing does not go beyond the disclosure in the 
international application as filed has been furnished. 

I I The statement that the information recorded in computer readable form is identical to the writen sequence listing has 
' — ' been furnished 

4 | x| The amendments have resulted in the cancellation of: 

QD the description, pages None 

03 the claims, Nos. Nonc 

I~x1 the drawings, sheets/fig Nonc 



5. | | This report has been drawn as if (some of) the amendments had not been made, since they have been considered to go 

beyond the disclosure as filed, as indicated in the Supplemental Box (Rule 70.2(c)).** 
* Replacement sheets which have been furnished to the receiving Office in response to an invitation under Article 14 are referred to 
in this report as "originally filed" and are not annexed to this report since they do not contain amendments (Rules 70.16 
and 70.17). 

**Anv replacement sheet containing such amendments must be referred to under item 1 and annexed to this report. 
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international application No. 
PCT/US00/01086 


IV. Lack f unity of invention 


1. In response to the invitation to restrict or pay additional fees the applicant has: 


| x| restricted the claims. 




| | paid additional fees. 




| | paid additional fees under protest. 




| | neither restricted nor paid additional fees. 




2. \~\ This Authority found that the requirement of unity of invention is not complied with and chose, according to Rule 
' — ' not to invite the applicant to restrict or pay additional fees. 


3. This Authority considers that the requirement of unity of invention in accordance with Rules 13.1, 13.2 and 13.3 is 


| | complied with 




| x| not complied with for the following reasons: 




Please See Supplemental Sheet. 




4. Consequently, the following parts of the international application were the subject of international preliminary examination 
in establishing this report: 


| | all parts. 




| x| the parts relating to claims Nos. 1-7. 10. 11 and 15 (partly). 
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V. Reasoned statement under Article 35(2) with regard to novelty, inventive step or industrial applicability; 
citations and explanations supporting such statement 



1. statement 

Novelty (N) Claims 7 YES 

Claims 1-6. 10, 11 and 15 NO 

Inventive Step (IS) Claims None YES 

Claims 1-7. 10. 11 and 15 * NO 

Industrial Applicability (IA) Claims 1-7, 10, 11 and 15 YES 

Claims NONE NO 



2. citations and explanations (Rule 70.7) 

Claims 1-6 and 15 lack novelty under PCT Article 33(2) as being anticipated by SMITH KLINE BEECHAM CORPORATION 
(WO 9806734 Al). 

SMITH KLINE BEECHAM CORPORATION disclose a polypeptide comprising a biologically active fragment of an 
amino acid sequence of SEQ ID NO: 1, a recombinant polynucleotide encoding the same and a host cell transformed with the 
polynucleotide (see abstract). See also the enclosed sequence search report. 

Claims 10 and 11 lack novelty under PCT Article 33(2) as being anticipated by Hudson, T. (GeneEmbl Database, Accession 
No. Go5853, 1995). 

Hudson discloses a polynucleotide sequence comprising at least 60 contiguous nucleotides of a polynucleotide of SEQ 
ID NO: 3 or a polynucleotide sequence complementary to SEQ ID NO: 3. See the attached sequence search report. 

Claim 7 lacks an inventive step under PCT Article 33(3) as being obvious over SMITH KLINE BEECHAM 
CORPORATION (WO 9806734 Al). 

Since the method of incorporating a recombinant polynucleotide and expressing it via a transgenic organism is well 
known in the art, it would have been obvious to one of ordinary skill in the art at the time the invention was made to insert 
SMITHKLINE BEECHAM CORPORATION'S polynucleotide into a transgenic organism to produce the instant invention, 
with a reasonable expectation of success, for the expected benefit of optimal gene expression. 

NEW CITATIONS 

WO 98/06734 Al (SMITHKLINE BEECHAM CORPORATION) 19 February 1998, see entire document. 
(Continued on Supplemental Sheet.) 
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IV. LACK OF UNITY OF INVENTION: 



3. This Authority considers that the requirement of unity of invention in accordance with Rules 13.1, 13.2, and 13.3 is not 
complied with for the following reasons: 

This application contains the following inventions or groups of inventions which are not so linked as to form a single inventive 
concept under PCT Rule 13.1. In order for all inventions to be examined, the appropriate additional examination fees must be 
paid. 

Group I, claims 1-7, 10, 11 and 15, drawn to an isolated polypeptide comprising an amino acid sequence of SEQ ID NO: 1 or 

a biologically active or immunogenic fragment thereof, a polynucleotide encoding the same, a cell transformed with the 

polynucleotide and a transgenic organism comprising the polynucleotide 

Group II, claim 8, a method of producing the polypeptide of SEQ ID NO: 1. 

Group III, claim 12-14, drawn to a method for detecting a target polynucleotide in a sample. 

Group IV, claim 16, drawn to a method of treating a disease comprising administering the polypeptide of SEQ ID NO: 1. 
Group V, claims 17-19, drawn to an agonist of the polypeptide of SEQ ID NO: 1, a method for screening a compound for 
effectiveness as an agonist of the polypeptide of SEQ ID NO: 1 and a method of treating a disease by administering the 
agonist. 

Group VI, claims 20-22, drawn to an antagonist of the polypeptide of SEQ ID NO: 1, a method for screening a compound for 
effectiveness as an antagonist of the polypeptide of SEQ ID NO: 1 and a method of treating a disease by administering the 
antagonist. 

Group VII, claim 23, drawn to a method for screening a compound for effectiveness in altering expression of a target 
polynucleotide. 

Group VIII, claim 9, drawn to an antibody specific to the polypeptide of SEQ ID NO: 1. 

Group IX, claims 1-7, 10, 11 and 15, drawn to an isolated polypeptide comprising an amino acid sequence of SEQ ID NO: 2 

or a biologically active or immunogenic fragment thereof, a polynucleotide encoding the same, a cell transformed with the 

polynucleotide and a transgenic organism comprising the polynucleotide 

Group X, claim 8, a method of producing the polypeptide of SEQ ID NO: 2. 

Group XI, claim 12-14, drawn to a method for detecting a target polynucleotide in a sample. 

Group XII, claim 16, drawn to a method of treating a disease comprising administering the polypeptide of SEQ ID NO: 2. 
Group XIII, claims 17-19, drawn to an agonist of the polypeptide of SEQ ID NO: 2, a method for screening a compound for 
effectiveness as an agonist of the polypeptide of SEQ ID NO: 2 and a method of treating a disease by administering the 
agonist. 

Group XTV, claims 20-22, drawn to an antagonist of the polypeptide of SEQ ID NO: 2, a method for screening a compound 
for effectiveness as an antagonist of the polypeptide of SEQ ID NO: 2 and a method of treating a disease by administering the 
antagonist. 

Group XV, claim 23 , drawn to a method for screening a compound for effectiveness in altering expression of a target 
polynucleotide . 

Group XVI, claim 9, drawn to an antibody specific to the polypeptide of SEQ ID NO: 2. 

The inventions as defined above are drawn to two distinct polypeptide sequences and the corresponding 
polynucleotide sequences and methods of making or using the same. The special technical feature of Invention I is the first 
isolated polypeptide product of SEQ ID NO: 1 or fragments thereof. Inventions II and III respectively are drawn to a process 
of making the polypeptide and the first method of use of the polynucleotide encoding the same. The special technical feature 
of Invention X is the second isolated polypeptide product of SEQ ID NO: 2 or fragments thereof. Inventions XI and XII 
respectively are drawn to a process of making the polypeptide and the first method of use of the polynucleotide encoding the 
same. Although the first product of the invention and method of making and using the product is a permitted combination 
under PCT Rule 13.2, in the instant case, the special technical feature is already disclosed in the art. For instance, Black et 
al. (WO9806734-A1) disclose a polypeptide comprising an immunogenic fragment of SEQ ID NO: 1. Therefore, the special 
technical feature is not a unifying feature. Inventions V, VI and VII are drawn to a third, fourth and fifth product and a 
method of making and/or using the same. The same holds good with regard to the second product, i.e., the polypeptide of 
SEQ ID NO: 2 or fragments thereof. Similarly, the special technical feature unifying inventions X, XI and XII is already 
disclosed in the prior art. For instance, Barnes et al (W098 17823 Al) disclose a polypeptide comprising an immunogenic 
fragment of SEQ ID NO: 2. Inventions XIII, XIV and XVI are drawn to a sixth, seventh and eighth product and a method of 
making and/or using the same. Clearly, the special technical feature is not a unifying feature. 

It is further noted that, technically, the absence of a special technical feature would permit the separation of the 
method of making the polypeptide and a method of using the polypeptide. 

In defining each of the apparent unifying feature was set forth and it is clear that the unifying feature of each 
invention is different from each other. 



Form PCT/IPEA/409 (Supplemental Box) (July 1998)* 



• 

INTERNATIONAL PRELIMINARY EXAMINATION REPORT 


M . 

International application No. 
PCT/US00/01086 


Supplemental Box 

(To be used when the space in any of the preceding boxes is not sufficient) 


Continuation of: Boxes I - VIII 


Sheet 11 



V. 2. REASONED STATEMENTS - CITATIONS AND EXPLANATIONS (Co.itinued): 

Database GenEmbl on GenCore version 4.5, Accession number G05853, HUDSON T., 'Whitehead Institute/MIT Center for 
Genome Research; Physically Mapped ESTs\ 1995. 
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